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Enhancing informed consent – Evaluation of a 
QPL in cancer clinical trials. 

 
 
 
 
 
 
CONFIDENTIALITY: 
We would like to ask you to complete the following questionnaire.  All the information will be 
treated as strictly confidential and your identity will never be revealed in any reports.  The 
completed questionnaires will be kept separately from any information that could identify you 
and will be kept securely under lock and key.  There is no need for you to write your name on 
this questionnaire.  

 
 
INSTRUCTIONS: 
There are no right or wrong answers.  Just tick (✔) those answers that most apply to you. 
 
Some of the questions may not be relevant to you.  However, it is important for the study that, 
if at all possible, you answer all the questions that do apply to you.  
 
 
 

 
 
 
 

Thank you very much for your help in this study 

ID No.  _______ 
Date.    _______ 
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A number of statements which people have used to describe themselves are given below.  Please read each 
statement and tick the appropriate box to the right of the statement to indicate how you feel right now, that 
is at this moment.  There are no right or wrong answers. 
 
(Spielberger State Anxiety Inventory) Not at all Somewhat Moderately 

so 
Very 

much so 

1. I feel calm     

2. I feel secure     

3. I feel tense     

4. I feel strained     

5. I feel at ease     

6. I feel upset     

7. I am presently worrying over 
possible misfortunes     

8. I feel satisfied     

9. I feel frightened     

10. I feel comfortable     

11. I feel self-confident     

12. I feel nervous     

13. I am jittery     

14. I feel indecisive     

15. I am relaxed     

16. I feel content     

17. I am worried     

18. I feel confused     

19. I feel steady     

20. I feel pleasant     
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Satisfaction with decision scale 

Now, thinking about the choice you just made, please look at the following comments made by people 
having decided about your treatment.  Please show how strongly you agree or disagree with these comments 
by ticking (✔) the box from (strongly agree) to (strongly disagree), which best shows how you feel about 
the decision you just made. 
 

 
Strongly 
Disagree Disagree Neutral Agree Strongly 

Agree 

I am satisfied that I was adequately 
informed about the issues important to 
my decision 

     

The decision I made was the best 
decision possible for me personally      

I am satisfied that my decision was 
consistent with my personal values      

I expect to successfully carry out or 
continue to carry out the decision I have 
made 

     

I am satisfied that this was my decision 
to make       

I am satisfied with my decision      
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Quality of Informed Consent (QuIC) 
 
Part A.  INSTRUCTIONS: below you will find several statements about cancer clinical trials.  Thinking 
about your clinical trial, please read each statement carefully.  Then tell us whether you agree with the 
statement, you disagree with the statement, or you are unsure about the statement by circling the appropriate 
response.  Please respond to each statement as best you can.  We are interested in your opinions. 
 
 
 

A1. 
When I signed the consent form for my current cancer 
therapy, I knew that I was agreeing to participate in a 
clinical trial. 

Disagree Unsure Agree 

A2. The main reason cancer clinical trials are done is to 
improve the treatment of future cancer patients. Disagree Unsure Agree 

A3. I have been informed how long my participation in this 
clinical trial is likely to last. Disagree Unsure Agree 

A4. All the treatments and procedures in my clinical trial are 
standard for my type of cancer. Disagree Unsure Agree 

A5. 

In my clinical trial, one of the researchers' major purposes 
is to compare the effects (good and bad) of two or more 
different ways of treating patients with my type of cancer, 
in order to see which is better. 

Disagree Unsure Agree 

A6. In my clinical trial, one of the researchers' major purposes 
is to test the safety of a new drug or treatment. Disagree Unsure Agree 

A7. 
In my clinical trial, one of the researchers' major purposes 
is to find the highest dose of a new drug or treatment than 
can be given without causing severe side effects. 

Disagree Unsure Agree 

A8. 
In my clinical trial, one of the researchers' major purposes 
is to find out what effects (good and bad) a new treatment 
has on me and my cancer. 

Disagree Unsure Agree 

A9. 
The treatment being researched in my clinical trial has 
been proven to be the best treatment for my type of 
cancer. 

Disagree Unsure Agree 

A10 
In my clinical trial, each group of patients receives a 
higher dose of the treatment than the group before, until 
some patients have serious side effects. 

Disagree Unsure Agree 
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A11. 
After I agreed to participate in my clinical trial, my 
treatment was chosen randomly (by chance) from two or 
more possibilities. 

Disagree Unsure Agree 

A12. 
Compared with standard treatments for my type of cancer, 
my clinical trial does not carry any additional risks or 
discomforts. 

Disagree Unsure Agree 

A13. There may not be direct medical benefit to me from my 
participation in this clinical trial. Disagree Unsure Agree 

A14. 
By participating in this clinical trial, I am helping the 
researchers learn information that may benefit future 
cancer patients. 

Disagree Unsure Agree 

A15. 

Because I am participating in a clinical trial, it is possible 
that the study sponsor, various government agencies, or 
others who are not directly involved in my care could 
review my medical records. 

Disagree Unsure Agree 

A16. My doctors did not offer me any alternatives besides 
treatment in this clinical trial. Disagree Unsure Agree 

A17. 
The consent form I signed describes who will pay for 
treatment if I am injured or become ill as a result of 
participation in this clinical trial. 

Disagree Unsure Agree 

A18. 
The consent form I signed lists the name of the person (or 
persons) whom I should contact if I have any questions or 
concerns about the clinical trial. 

Disagree Unsure Agree 

A19. If I had not wanted to participate in this clinical trial, I 
could have declined to sign the consent form. Disagree Unsure Agree 

A20. I will have to remain in the clinical trial even if I decide 
someday that I want to withdraw. Disagree Unsure Agree 
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Part B.  When you signed the consent form to participate in your clinical trial, how well did you understand 
the following aspects of the clinical trial?  If you didn't understand the item at all, please circle 1.  If you 
understood it very well, please circle 5.  If you understand it somewhat, please circle a number 
between 1 and 5. 

  
I didn’t 

understand 
this at all 

 I understood 
this very 

well 

B1 The fact that your treatment involves research 1 2 3 4 5 

B2 What the researchers are trying to find out in the 
clinical trial 1 2 3 4 5 

B3 How long you will be in the clinical trial 1 2 3 4 5 

B4 The treatments and procedures are experimental 1 2 3 4 5 

B5 Which of these treatments and procedures are 
experimental 1 2 3 4 5 

B6 The possible risks and discomforts of 
participating in the clinical trial 1 2 3 4 5 

B7 The possible benefits to you of participating in 
the clinical trial 1 2 3 4 5 

B8 How your participation in this clinical trial may 
benefit future patients 1 2 3 4 5 

B9 The alternatives to participation in the clinical 
trial 1 2 3 4 5 

B10 The effect of the clinical trial on the 
confidentiality of your medical records 1 2 3 4 5 

B11 
Who will pay for treatment if you are injured or 
become ill because of participation in this 
clinical trial 

1 2 3 4 5 

B12 Whom you should contact if you have questions 
or concerns about the clinical trial 1 2 3 4 5 

B13 The fact that participation in the clinical trial is 
voluntary 1 2 3 4 5 

B14 Overall, how well did you understand your 
clinical trial when you signed the consent form? 1 2 3 4 5 

 


	Thank you very much for your help in this study

